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DETAILED ACTION 

This action is in response to paper file 13 July 2005. 
Claims 20-32 are under consideration. 



Rejections Withdrawn 
Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 20-23 and 26 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Sha et al. 

Applicant's arguments were considered persuasive and the rejection is 
withdrawn. 

Claim Rejections - 35 USC § 103 

Claims 20, 24, 25, and 27-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sha era/, and Promega Catalog. 

Applicant's arguments were considered persuasive and the rejection is 
withdrawn. 
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New Rejections 
Claim Rejections - 35 USC §112 

Claims 26 and 28 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The support for the ratio does not make sense. 

"amount/ml of amount/ml" does not specify anything. The paragraph seems to 
indicate that the lipids are 10 mg/ml and plasmid is added to a final concentration of 400 
[micrograms]/ml but a "concentration of a concentration" does define a specific amount. 

Furthermore, in claim 28, if the lipids are 10 mg/ml, then when they are 
reconstituted at 20% of original volume then the amount is different. 

Claims 1 and 29-32 rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The instant claims are evaluated for scope of enablement based on the Wands 
analysis. Many of the factors regarding undue experimentation have been summarized 
in In re Wands, 858 F.2d 731 ,8 USPQ2d 1400 (Fed.Circ.1 988) as follows: 
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(1) the nature of the invention, (2) the state of the prior art, (3) the predictability 
or lack thereof in the art, (4) the amount of direction or guidance present, (5) the 
presence or absence of working examples, (6) the quantity of experimentation 
necessary, (7) the relative skill of those in the art, and (8) the breadth of the claims. 

The invention is drawn to methods of treating or preventing or inducing long 
lasting immunity. 

The prior art does not teach this liposomal formulation with an influenza gene. 

Sha et al. demonstrates that not all liposomal formulations are effective as 
vaccine immunogens. 

The specification provides no guidance on the treatment of or prevention of 
influenza in humans. There is no showing of what is meant by long lasting or that it is 
the same as or longer than accepted influenza vaccines. 

There is no showing that the vaccine is safe or works in humans. Liposomal 
vaccines are not routine in humans. While mucosal administration is desired there is no 
description of doses or immunity induced in humans. 

The enabling disclosure is clearly not commensurate in scope with these claims. 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the invention commensurate in 
scope with these claims. Clearly there is lack of guidance directing a skilled artisan to 
practice the instantly claimed methods. Without specific guidance or direction and /or 
working examples, one of ordinary skill in the art would not be able to reproducibly 
practice the entire scope of the invention as claimed, without undue experimentation. 
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Claim Rejections - 35 USC § 103 

Claims 20-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wheeler et al. and Webb et al. in view of Sha et al and Promega Catalog (the last two 
references previously cited). 

The invention is drawn to an encapsidated plasmid influenza vaccine. 

Wheeler et al. teach the encapsidation method essentially as claimed. They 
teach a lipid to DNA ratio of 25 to 1 and method of making as listed in claim 28 (page 
279, column 2, lower half). 

Wheeler et al. do not teach C8 cermide or influenza plasmids. 

Webb et al. teach C8 cermide. 

Promega Catalog teaches an expression plasmid pCI, as previously noted. 

One of ordinary skill in the art at the time of invention would have been motivated 
to modify the cermide of Wheeler et al. with the C8 of Webb et al because Wheeler et 
al. show that the between two lengths tested (C14 and C20), the shorter worked better 
(Figure 7). The next lower size is C8 as shown by Webb et al. 

Wheeler et al. define the critical parameter as the DODAC concentration (Figure 
1 b) and the best result is with DOPE and the highest encapsidation is between 6-8% 
DODAC. Wheeler et al. used 6% but it is clear that 7% falls at the middle of the peak. 
Wheeler et al also states that the maximum encapsidation is varies from batch to batch 
by about 1 % (273, column 1 , top). None of the other parameters are taught as critical. 
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Sha et al. teach that some liposomal formulations do not work and that inducing 
mucosal immunity is important. One of skill in the art would be motivated to use a 
modified Wheeler et al based liposomal formulation to over come the failure of Sha et 
al. because of the advantages taught by Wheeler et al of the benefits of this delivery 
vehicle and the amount of DNA encapsidated. One of skill in the art would know to use 
expression vectors such as the promega because it is optimized for expression and be 
able to clone a HA of influenza because it is known to be antigenic. 

Thus, it would be prima facie obvious to modify the liposomes of Wheeler et al. to 
use the C8 of Webb et al. to make a lipidated influenza plasmid with expectation of 
success of making a liposomal vaccine with an encapsidated plasmid that encodes 
influenza hemagglutinin. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Myron G. Hill whose telephone number is 571-272- 
0901 . The examiner can normally be reached on 8:30 am-5 pm Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on 571-272-0902. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 



Myron G. Hill 
Patent Examiner 
28 September 2005 




